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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)0 Responsive to comnriunication(s) filed on . 

2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parfe Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-5.11,13 and 14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IE Claim(s) 1-5,11,13 and 14 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-1 52. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .M Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 

3.13 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) 13 Notice of References Cited (PT0.892) 4) |3 Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. 02232004 . 

3) □ Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 
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PTOL-326 (Rev. 1-04) 



Offlce Action Summary 



Part of Paper No./Mail Date 02232004 



Application/Control Number: 09/831,591 
Art Unit: 1634 



Page 2 



DETAILED ACTION 

Supplemental Office Action 

1 . On January 14^, 2004 an interview Summary was mailed to Applicant wherein it was 
indicated that the prior Office action contained a typographical error in the spelling of Mills et 
al, a prior art document made of record. While appUcant had requested clarification of the 
number and identify of the cited prior art, no request for restarting of the period for response was 
made. 

2. On February 19, 2003 applicant's representative left a voice-mail message for the 
examiner requesting that the period for response be restarted. During a telephonic interview of 
February 23, 2004 applicant's representative made indications that he had contacted the Office 
over the issue of correctly identifying the cited prior art back in November and December 2003 
when the examiner was out of the Office and had spoken with SPE Gary Benzion, Ph.D. 
Applicant's representative also requested that the period for response be restarted to the full three 
months as the Office action of November 4^, 2003 contained errors or was otherwise defective 
as a consequence of the misspelling of Mills et al. 

3 . The procedure for determining if and to what extent a period for response is restarted is 
set forth in MPEP 710.06. 
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710.06 Situations When Reply Period Is Reset or Restarted 

Where the citation of a reference is incorrect or an Office action contains some other 
defect and this enor is called to the attention ofthe Office withb 1 month of the mail date 
<t^^the action, the Office will restart the previously set period for reply to run from the date 
the en-or is corrected, ifrequested to do so by applicant If Ihe error is brought to the 
attention ofthe Office within the period for reply set in the Office action but more than 1 
month after the date ofthe Office action, the Office will set a new period for reply, if 
requested to do so by flie applicant, to substantially equal the time remaining in the reply 
period. For example, if the error is brought to the attention ofthe Office 5 weeks after 
mailing the action, then the Office would set a new 2-monlh period for reply. The new 
period for reply mist be at least 1 month and would run from the date the enor is 
corrected. See MPEP § 707.05(g) for the manner of correcting the record where there 
has been an erroneous citation. 

Where for any reason it becomes necessary to remail any action (MPEP § 707.13), the 
action should bee on-espondingly redated, as it is the remailing date that establishes the 
beginning ofthe period for reply. Ex parte Gourtoff, 1924 CD. 153, 329 O.G. 536 
(Comnfr Pat 1924). 

A supplementary action after a rejection explaining the references more explicitly or 
giving the reasons more fidly, even though no ftjrther references are cited, establishes a 
new date from which the statutory period runs. 

Ifthe en-or in citation or otfier defective Office action is called to the attention ofthe 
Office after the expiration ofthe period for reply, the period will not be restarted and any 
appropriate extension fee will be required to render a reply timely. The Office letter 
correcting the error will note that the time period for reply remains as set forthinthe 
previous Office actioa 

4, The record clearly shows that Applicant brought the error to the attention of the Office 
while the current period for response was running, however, the request for restarting the period 
of response was not made until the third month of the response period. As set forth in MPEP 
710,06, if the period for response is restarted, the period must be at a minimum of 1 month. 
Accordingly, with the request for restarting of the period to reply not occurring until with the 
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original third month of the reply period, the period for response is reset to expire one month from 
the mailing date of the instant Office action. 

Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubUc use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

6. Claims 1-5 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Mills et al. 
{Proceedings of the National Academy of Sciences, US, May 1979, Vol. 76, No. 8, pages 2232- 
2235). 

7. It is noted that the publication of Mills et al ., is newly cited prior art. It is also noted that 

this newly cited prior art was known to appUcant prior to filing (see page 3, lines 2 1-22, of the 

specification) yet not disclosed to the Office in an Information Disclosure Statement. Applicant 

is reminded of their "acknowledged duty. . ."as set forth in their signed "Combined Declaration 

and Power of Attorney." 

I acknowledge the duty to disclose all infonnad w I toow to TOXcd«i to patoiubilitv m acccrdarw* mih 
Tide 37. Code of F«le«a Kcauiai^oas, 81.56. 

8. Claims 1-5 and 13 are al drawn to "a hybridization probe." For convenience, a claim 1 
(amended) is reproduced below. 
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I. (Amended) A hvfaridization probe that com prises a DNA capable of specifical] v 
hybridizing 10 a mmi mc\miM %^mm , md m Mdiimmi tiudcoiide sequettccb conns^fi^titm 
om or tmm mxdleoMen selegied from the gro of Jl^^beii^ ^ucleotidgg^ jjabgled 

nucleptide derivstiv^s^ unlabefed nucleotides, and unlabeled nucleotide d.erivatlve^, wteiiein: the 

deri vaiive s is add e d to a {>NA - to be Iab^&le#Hiha^a^ nucleotide sequence 

^) c<m^mm^ or fltideotiide derivative comprfsmg m JHg^leeyF^ 

^nd/©H^^«0iy«^4^#^ NV^afeet Mfini ty of hydrogen bonding m b^e pdfiBg vvith 

bases of the target nucleotide s^isence wh^ compared with of hydpog^ boriding in 

m a/t pair, m m a^u pm, and in n g/c pain 

b) eon^prises ckMt or both of at least one labelled muicieotide and i abek^^ 

dfciivMive; md 

C) is ^-be4l*g mtrodMced into the PNA io be iabe!^ thrMgh nucieotiide-adding rea?i^tidn 
with terminai b^ansferase* 

9. As seen above, the claim recites the limitation that the "nucleotide derivatives" are added 
via the action of a "terminal transferase." Accordingly, the claim, for purposes of examination, 
has been interpreted as a product-by-process claim. Attention is directed to MPEP 2113 (R-1), 
reproduced below. 
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211S pR-l] Pn>dact-by-Pti>cess OMiil$ 

FRODUCT^BY PROdSS CLAIMS ARE NOT LIMI fED TO THE 
MANrpmAUONS OF TSIE RECITED STEVS, ONLY HCE SmUCTURE 
IMFLIEB BY THE STiaPS 

*tEjvcn tfiot^ procfcK**by-process daims are finsted by and d^Smd by the process, 
detaimj ation of pat^tabSay is based on the prodiK;t itsdi Hie p at^^abi&fy of a product 
does not d^eod on M mdiK>d of produciioa If the la^oduct m th^ producJ-by-proccss 
claim n tie Bwm m or ^^om t<m a pro<tect the prior ait, the daim is impateitable 
even ftou^ the pricff prodiK;t was made by a differetH process.'' In re Thorpe^ 7 77 
F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 1985) (dtatiofis Odnitted) (Claim was 
diredied to a nowlac coJcwr developer, Tlie process of ir^I^g feedevetopef was 
diowed Hie ^er^Ki^e between the tov enSive j:rocess and the prior ait w as the add^cm 
of metal omde md cmksc^U acid m scpwtttix^^dkfttB iMead of addkigthe ^icre 
expeiKive pre*reacted metal carbo^glale. The ^odud-by-pro^ess daim M^as rejected 
becai^e tie efid products in both the prior art and the allo wed process^ ends up 
corttainmg mrtal cartK>xy}tte. The feci that th^ metal caitMSJ^^late fe not direct*^ added. 



but is fai^ead pi^dbced ia-siUi <fees ijot dtian^ the end i^ockict,). 

10. Mills et al, page 22, left column, last two paragraphs, discloses production of PGR 
amplicons that comprise both normal dNTPs as well as derivatives thereof, wherein said 
nucleotide derivatives comprise inosinic acids as well as labeled nucleotides. 

1 1 . While applicant defines their product as a "hybridization probe," such speaks to intended 
use and does not speak to there being a material difference between the nucleic acid being 
claimed (a.k.a. a hybridization probe) and that disclosed in the prior art (an amplicon produced 
through polymerase chain reaction (PGR)). Accordingly, the amplicons produced by Mills et al., 
are considered to meet the structural requirements of the ("hybridization probe" claimed 
instantly, and as such, claims 1-5 and 13 are rejected under 35 U.S.G. 102(b) as being anticipated 
by Mills etal. 
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Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

13. The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are appUed for estabUshing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

14. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the appUcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

15. Claims 1 1 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

16. Chenchik et al., (US Patent 5,565,340) in view of Mills et al. 

17. Chenchik et al., column 1 1, disclose kits that comprise reagents used in performing PCR, 
and that the kits may also comprise added reagents, including terminal transferase. 
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18. Chenchik et al., do not teach explicitly of including inosinic acids. 

19. Mills et al. discloses performing PCR with inosinic acids. 

20. It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have included inosinic acids in the kit of Chenchik et al., as Mills et al., teaches 
explicitly of using inosinic acids in PCK and the kit disclosed by Chenchik et al., is to comprise 
those very reagents that are used in performing PCR. In view of the detailed teachings, the 
ordinary artisan would have been both amply motivated and would have had a most reasonable 
expectation of success. 

21. Accordingly, and in the absence of convincing evidence to the contrary, claims 1 1 and 14 
are rejected under 35 U.S. C. 103(a) as being unpatentable over Chenchik et al. (US Patent 
5,565,340) in view of Mills et al. 

Conclusion 

22. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

23. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

24. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or PubUc PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 
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